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DETAILED ACTION 

Claim Objections 

In claim 1 there exists an inconsistency between the language in the preamble 
and that of the body of the claim, thus making the scope of the claim unclear. In the 
preamble, line 2, applicant recites "A flexible rod" with the first pedicle screw and a 
second pedicle screw being only functionally recited, i.e. "for mounting between a first 
pedicle screw and a second pedicle screw...", thus indicating that the claim is directed to 
the subcombination, "A flexible rod". However, in lines 5 and 6, applicant positively 
recites the pedicle screws as part of the invention, i.e. " ...a first end received by and 
coupled to the first pedicle screw; a second end received by and coupled to the second 
pedicle screw...", thus indicating that the combination, a flexible rod and pedicle screws, 
is being claimed. As such, it is unclear whether applicant intends to claim the 
subcombination or combination. Applicant is hereby required to indicate to which, 
combination or subcombination, the claim is intended to be directed, and amend the 
claim such that the language thereof is consistent with this intent. For examination 
purposes claim 1 will be considered as being drawn to the subcombination, a flexible 
rod. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1, 2 and 4-8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Leone (US Pat. 5,488,761). 

Leone discloses a flexible connection unit for use in a spinal fixation device 
comprising a longitudinal rod (Fig. 6) including a first end, a second end, and a 
longitudinal substantially cylindrical center section (Fig. 6) having a longitudinal axis and 
an outer surface (Fig. 6), the center section being located between and coupled to the 
first end and the second end (Fig. 6), the center section including a plurality of grooves 
(Fig. 6, grooves near ref. 48 and 52) formed in the outer surface of the substantially 
cylindrical center section (Fig. 6), the plurality of grooves extending circumferentially 
around the longitudinal axis (Fig. 6) and a plurality of holes (Fig. 6, e.g. near ref. 51 , at 
ends of grooves) formed in the substantially cylindrical center section (Fig. 6), each hole 
intersecting an end of at least two of the plurality of grooves formed in the outer surface 
of the rod (Fig. 6). The rod is made from a material selected from the group consisting 
of stainless steel, iron steel, titanium, titanium alloy and nitinol (column 2, lines 60-64). 
The grooves are cut toward a center longitudinal axis of the rod (Fig. 6). The rod is solid 
along a longitudinal section (Fig. 6). The flexible connection unit further includes a 
plurality of transverse tunnels formed within at least a portion of the solid longitudinal 
section and wherein each tunnel coincides with at least one hole (Fig. 6, tunnel adjacent 
hole at end of groove). The rod is solid (Fig. 6) and the first end, the second end and the 
center section are monolith (Fig. 6) and each transverse tunnel passes through a center 
longitudinal axis of the cylindrical portion of the rod (Fig. 6). The first end, the second 
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end and the center are a monolith (Fig. 6). Each of the plurality of grooves is 
associated with a first hole at a first end and a second hole at a second end (Fig. 6) 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Leone 
(US Pat. 5,488,761). 

Leone discloses the claimed invention except for the transverse tunnels having 
an internal diameter between 0.2 and 3 millimeters. 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was to have constructed each of the transverse tunnels having an internal 
diameter between 0.2 and 3 millimeters., since it has been held that where the general 
conditions of a claim are disclosed in the prior art, discovering the optimum or workable 
ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 

Claims 24, 25, 27 and 31-38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Schwartz et al. (US Pat. 5,573,520) in view of Schwartz et al. (US 
Pat. 5,573,520). 
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Schwartz et al. disclose one embodiment comprising a connection unit for use in 
bony fixation (Fig. 10) comprising a longitudinal metal rod (Fig. 10)(column 7, lines 56- 
66) having an outer surface including a first end (Fig. 10), a second end (Fig. 10), and a 
substantially cylindrical center section (Fig. 10) located between and coupled to the first 
end and the second end (Fig. 10), the center section including a groove formed in the 
outer surface of the rod (Fig. 10, ref. 52). The rod is made from a material selected from 
the group consisting of stainless steel, iron steel, titanium, titanium alloy, and NITINOL 
(column 7, lines 56-66). The grooves are cut toward a center longitudinal axis of the rod 
(Fig. 10). The first end, the second end, and the center section are a monolith (Fig. 10). 

The embodiment of Fig. 10 does not include tunnels; the adjacent tunnels share 
a common opening on one side of the outer surface of the rod thus forming a zig-zag 
pattern of tunnels passing transversely through a central longitudinal axis of the rod; the 
tunnel has a diameter and the grooves have a width, the diameter of the tunnel is at 
least twice as wide as the width of the grooves; the longitudinal axis of each tunnel 
being substanitally parallel to the longitudinal axis of an adjacent tunnel so that the 
tunnels are substanitally parallel with respect to one another; each tunnel has a 
longitudinal axis, each tunnel is substantially parallel with respect to one another; and 
each tunnel is substantially orthogonal to an adjacent tunnel. Each tunnel intersects at 
least one adjacent tunnel. 

Schwartz et al. disclose a second embodiment comprising a plurality of holes 
through the device (Fig. 9, ref. 52), which form tunnels through the device (by tracing a 
path from one opening to another opening). Schwartz further discloses that the grooves 
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formed in the surface of the device can be varied in depth, configuration and spacing in 
order to adjust longitudinal stiffness and strength of the flexible member (column 8, lines 
5-9)(column 9, lines 36-43). 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to have combined the holes of the embodiment of Fig. 9 of 
Schwartz with the grooves of the embodiment of Fig. 10 of Schwartz since Schwartz 
teaches that the grooves can be modified in order to adjust longitudinal stiffness and 
strength of the flexible member (column 8, lines 5-9)(column 9, lines 36-43). Modifying 
the reference in this way would produce holes in outer surface of the device 
9)(embodiment of Fig. 9) which would form tunnels through the device (by tracing a path 
from one opening to another opening) and would form holes intersecting a groove (from 
the hole of embodiment 9 intersecting the groove of embodiment of Fig. 1 0). The 
tunnels would form multiple axes, depending which tunnels are traced between which 
openings (Fig. 9). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have constructed each of the plurality of transverse tunnels 
having an internal diameter between 0.2 and 3 millimeters., since it has been held that 
where the general conditions of a claim are disclosed in the prior art, discovering the 
optimum or workable ranges involves only routine skill in the art. In re Aller, 105 USPQ 
233. 
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Claims 15, 16, 18, 22 and 23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Martin (US Pat. 5,672,175) in view of Schwartz et al. (US Pat. 
5,573,520) and in view of Schwartz (US Pat. 5,573,520). 

Martin discloses a flexible connection unit for use in bony fixation (Fig. 1), 
comprising a first bone coupling assembly (Fig. 1, ref. 7a); and a longitudinal solid metal 
rod (Fig. 1, 4a, 4b)(column 8, lines 58-66) having an outer surface (Fig. 1), including a 
first end received by and coupled to the first bone coupling assembly (Fig. 1); a second 
end (Fig. 1); and a substanitally cylindrical center section located between and coupled 
to the first end and the second end (Fig. 1). The rod is made from a material selected 
from the group consisting of stainless steel, iron steel, titanium, titanium alloy, and 
NITINOL (column 8, lines 58-66). The grooves are cut toward a center longitudinal axis 
of the rod. The first end, the second end, and the center section are a monolith (Fig. 1). 

Martin discloses the claimed invention except for the center section including a 
plurality of grooves formed in the outer surface of the rod, and a plurality of tunnels 
formed in the center section of the rod, each tunnel including a pair of diametrically 
opposed openings on the outer surface of the rod, wherein the tunnel openings intersect 
one of the grooves formed on the outer surface of the rod. Martin does disclose that the 
longitudinal member is flexible (column 8, lines 58-66). 

Schwartz et al. disclose a connection unit for use in bony fixation (Fig. 10) 
comprising a longitudinal solid metal rod (Fig. 10)(column 7, lines 56-66) comprising a 
longitudinal solid metal rod (Fig. 10)(column 7, lines 56-66) having an outer surface 
including a first end (Fig. 10), a second end (Fig. 10), and a substantially cylindrical 
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center section (Fig. 10) located between and coupled to the first end and the second 
end (Fig. 10), the center section including a groove formed in the outer surface of the 
rod (Fig. 10, ref. 52). Schwartz further discloses that the grooves formed in the surface 
of the device can be varied in depth, configuration and spacing in order to adjust 
longitudinal stiffness and strength of the flexible member (column 8, lines 5-9)(column 9, 
lines 36-43). 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to have constructed the flexible longitudinal member of Martin 
with a groove as taught by Schwartz et al. in order to adjust longitudinal stiffness and 
strength of the flexible member (column 8, lines 5-9)(column 9, lines 36-43). 

Furthermore, Schwartz discloses a second embodiment comprising a plurality of 
holes through the device (Fig. 9, ref. 52), which form tunnels through the device (by 
tracing a path from one opening to another opening). Again, Schwartz discloses that the 
grooves formed in the surface of the device can be varied in depth, configuration and 
spacing in order to adjust longitudinal stiffness and strength of the flexible member 
(column 8, lines 5-9)(column 9, lines 36-43). 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to have further modified the device of Martin with the plurality 
of holes as taught by Schwartz, in order to adjust longitudinal stiffness and strength of 
the flexible member (column 8, lines 5-9)(column 9, lines 36-43). Making this second 
modification of the rod of Martin would produce holes in outer surface of the device 
(embodiment of Fig. 9) which would form tunnels through the device (by tracing a path 
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from one opening to another opening) and would form holes intersecting a groove (from 
the hole of embodiment 9 intersecting the groove of embodiment of Fig. 10). 

Response to Arguments 

Applicant's arguments filed 09/23/2008 have been fully considered but they are 
not persuasive. 

With regard to Applicant's arguments directed to the pedicle screws and their 
associated functionality, the examiner notes that for examination purposes claim 1 will 
be considered as being drawn to the subcombination, a flexible rod, as it is ambiguous 
as to whether the combination or subcombination is being claimed. 

With regard to Applicant's arguments directed to the intersection of the holes, 
upon further consideration, the examiner notes that combining the embodiments as 
described above will produce intersecting grooves and holes as the groove of the 
embodiment of Fig. 10 is continuous and would necessarily intersect the openings of 
the embodiment of Fig. 9 as the groove traverses the length of the rod. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JERRY CUMBERLEDGE whose telephone number is 
(571)272-2289. The examiner can normally be reached on Monday - Friday, 8:30 AM - 
5:00 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on (571) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/J. CV 

Examiner, Art Unit 3733 
/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



